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DETAILED ACTION 

Claims 29-42 are pending. 

Election/Restrictions 

Applicant's election with traverse of the prevent and/or reduce hangover species in the 

5 reply filed on 08/24/2009 is acknowledged. The traversal is on the ground(s) that: 

. . .there is unity of invention with regard to Species I (claim 30), Species II (claim 
31), Species III (claim 32), Species V (claim 34), and Species X (claim 39). 
Specifically, Applicants assert that each of the conditions treated in Species I, 
Species II, Species III, Species V, and Species X, are conditions associated with 
10 liver function and are supported by thiol redox equilibrium (see the specification, 

e.g., par. [0003], par. [0026] and par. [0017] and Example 8). Therefore, because 
each of these conditions arc associated with liver function and are supported by 
thiol redox equilibrium there is unity of invention with regard to Species I, 
Species II, Species III, Species V, and Species X. 

15 

. . .no serious burden exists on the Examiner. 
This is not found persuasive because: Assuming for the sake of argument that each of the 
conditions treated in claims 30-32, 34 and 39 are associated with liver function and are 

20 supported by thiol redox equilibrium, unity of invention would still be lacking because unity of 
invention exists only when there is a technical relationship among the claimed inventions 
involving one or more of the same or corresponding special technical features. The expression 
"special technical features" is defined in Rule 13.2 as meaning those technical features that 
define a contribution which each of the inventions, considered as a whole, makes over the prior 

25 art. Whether or not any particular technical feature makes a "contribution" over the prior art, and 
therefore constitutes a "special technical feature," is considered with respect to novelty and 
inventive step. 
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Applicants' certainly did not invent the conditions being treated. Therefore, these 
conditions cannot be considered to define a contribution over the prior art. The special technical 
feature among the claimed inventions is a mixture of peptides comprising at least 6.5% wt 
cysteine. However, Mallee (U. S. Publication No. 20020090670) discloses a mixture of peptides 
5 having a cysteine content between 7-20 w/w % and the use of the preparation as active 

component in a medicament, especially for the treatment of conditions mediated by oxidative 
damage and for the elevation of cellular glutathion levels in the human or animal body. See the 
Abstract. Furthermore, the claimed invention is obvious, as indicated in the rejection below. 
Therefore, the special technical feature among the claimed inventions cannot be considered 
10 novel or cannot be considered to involve an inventive concept. Therefore, the inventions do not 
fulfill the requirements for unity of invention. 

Regarding "serious burden", search burden is not germane to the determination of lack of 

unity. 

The requirement is still deemed proper and is therefore made FINAL. 
15 Claims 31-41 are withdrawn from further consideration pursuant to 37 CFR 1 .142(b), as 

being drawn to a nonelected species, there being no allowable generic or linking claim. 
Applicant timely traversed the restriction (election) requirement in the reply filed on 08/24/2009. 
Claim Rejections - 35 USC §103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
20 obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
25 manner in which the invention was made. 
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Claims 29, 30 and 42 are rejected under 35 U.S.C. 103(a) as being unpatentable over 

Zhou (Exp Biol Med (Maywood). 2002 Mar;227(3):2 14-22) in view of Mallee (U. S. Publication 

No. 20020090670). 

5 According to Zhou: 

Antioxidants are likely potential pharmaceutical agents for the treatment of 
alcoholic liver disease (Abstract). 

There is increasing evidence that oxidative stress plays an important etiologic role 
10 in the development of alcoholic liver disease. Alcohol administration has been 

found to cause accumulation of reactive oxygen species, including superoxide, 
hydroxyl radical, and hydrogen peroxide. Reactive oxygen species, in turn, cause 
lipid peroxidation of cellular membranes, and protein and DNA oxidation, which 
results in hepatocyte injury. See page 214, right column, full paragraph 2. 

15 

One of the most prominent defense systems in the liver is the presence of reduced 
glutathione (GSH). Most studies have reported that acute ethanol administration 
decreases hepatic GSH content. The decrease in GSH has been related to an 
enhanced oxidation of GSH to oxidized glutathione (GSSG) as a consequence of 
20 increased generation of reactive oxygen species. Restoration of GSH has been 

shown to inhibit ethanol-induced liver injury. See page 214, right column, full 
paragraph 3. These results suggest that increasing hepatic antioxidant defense is 
likely a potential therapy for alcoholic liver disease. See page 214, right column, 
full paragraph 3. 



Therefore, the examiner concludes that a subject that has consumed alcohol is a subject in need 
of restoring thiol homeostasis. Zhou does not teach a method for restoring thiol homeostasis in a 
subject in need thereof, comprising administering to said subject an effective amount of a 
mixture of peptides comprising at least 6.5% wt cysteine, wherein said mixture of peptides is 



30 administered to prevent and/or reduce effects of alcohol consumption in a subject in need 
thereof. 
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Mallee discloses a preparation comprising cysteine -rich peptides, comprising 7-20 w/w 
% cysteine (claim 16) and its use in a medicament for the treatment of conditions mediated by 
oxidative damage (claim 20) and for the elevation of cellular glutathion levels in the human or 
animal body (claim 21). Glutathion is therefore regarded as an important compound against 
5 oxidative stress related diseases (paragraph [0004]). Mallee does not teach a method for 

restoring thiol homeostasis in a subject in need thereof, comprising administering to said subject 
an effective amount of a mixture of peptides comprising at least 6.5% wt cysteine, wherein said 
mixture of peptides is administered to prevent and/or reduce effects of alcohol consumption in a 
subject in need thereof. 

10 However, it would have been obvious to one of ordinary skill in the art at the time of 

Applicants' invention to restore GSH to inhibit ethanol-induced liver injury, as taught by Zhou, 
and to modify that teaching by administering a preparation comprising cysteine-rich peptides, 
comprising 7-20 w/w % cysteine, as taught by Mallee, in order to prevent and/or reduce effects 
of alcohol consumption with a reasonable expectation of success. One of ordinary skill in the art 

15 would be motivated to make this modification because there is increasing evidence that oxidative 
stress plays an important etiologic role in the development of alcoholic liver disease, acute 
ethanol administration decreases hepatic GSH content, restoration of GSH has been shown to 
inhibit ethanol-induced liver injury, glutathion is regarded as an important compound against 
oxidative stress related diseases, a preparation comprising cysteine-rich peptides, comprising 7- 

20 20 w/w % cysteine treats conditions mediated by oxidative damage and elevates cellular 
glutathion levels. 
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Claim 42 is drafted using a product-by-process format. The recitation of the process in 



claim 42 is not viewed as positively limiting the product absent a showing that the process 



imparts a novel or unexpected property to the product, as it is assumed that equivalent products 



are obtainable by multiple routes. 



The invention is prima facie obvious over the prior art. 



Conclusion 



No claims are allowable. 



Any inquiry concerning this communication or earlier communications from the examiner should be directed to 
David S. Romeo whose telephone number is (571 ) 272-0890. The examiner can normally be reached on Monday through 
Friday from 9:00 a.m. to 5:30 p.m. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, manjunath rao, can be reached at (571 )272-0939. 

If submitting official correspondence by fax, Applicants are encouraged to submit official correspondence to 
the central fax number for official correspondence, which is (571 ) 273-8300. 

Customers are also advised to use Certificate of Facsimile procedures when submitting a reply to a non-final 
or final Office action by facsimile (see 37 CFR 1 .6 and 1 .8). 

Any inquiry of a general nature or relating to the status of this application or proceeding may be obtained 
from the Patent Application Information Retrieval (PAIR) system. Status information for published applications may be 
obtained from either Private PAIR or Public PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair-direct.uspto.gov. Contact the 
Electronic Business Center (EBC) at 866-217-9197 (toll-free) for questions on access to the Private PAIR system, 

/David S Romeo/ 

Primary Examiner, Art Unit 1647 

Septembers, 2009 



